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Title  42— Public  Health 

CHAPTER  I— PUBUC  HEALTH  SERVICE. 

DEPARTMENT  OF  HEALTH,  EDUCATION. 

AND  WELFARE 

PART  110— HEALTH  MAINTENANCE 
ORGANIZATIONS 

Subpart  F — Qualification  of  Health 
Maintenance  Organizations 

On  December  9,  1974,  there  was  pub¬ 
lished  in  the  Federal  Register  (39  FR 
43044-47)  a  notice  of  proposed  rulemak¬ 
ing  setting  out  the  procedures  for  ob¬ 
taining  a  determination  of  whether  an 
organization  is  a  “qualified  health  main¬ 
tenance  organization”  within  the  mean¬ 
ing  of  Title  Xm  of  the  Public  Health 
Service  Act  (42  U.S.C.  300e  et-seq.),  as 
added  by  the  Health  Maintenance  Or¬ 
ganization  Act  of  1973,  Pub.  L.  93-222. 
Interested  persons  were  given  imtil 
January  8.  1975,  to  submit  written  com¬ 
ments  or  suggestions  thereon.  Twenty 
comments  were  received  on  or  before 
January  8, 1975,  and  two  comments  were 
received  thereafter.  All  comments  re¬ 
ceived  were  considered  in  revising  the 
regulations. 

(Comments  suggesting  changes  in  re¬ 
quirements  which  are  mandated  by  the 
statute  were  rejected.  (Comments  request¬ 
ing  greater  specificity  were  incorporated 
in  the  regulations  wherever  appropriate. 
In  addition  to  changes  made  in  response 
to  public  comment,  changes  intended  to 
clarify  the  requirements  for  qualification 
with  respect  to  eligible  applicants  and 
with  respect  to  the  documentation  and 
narrative  descriptions  required  of  appli¬ 
cants  were  made. 

The  relevant  comments  received,  re¬ 
sponses  thereto,  and  the  changes  in  the 
proposed  regrulations  are  summarized 
below. 

1.  A  new  section,  “Definitions”,  was 
added  (§  110.602).  The  terms  “opera¬ 
tional  qualified  HMO”,  “transitionally 
qualified  HMO”,  and  “pre -operational 
qualified  HMO”  have  been  included  in 
the  definitions  section  to  clarify  the  dif¬ 
ferent  findings  that  the  Secretary  may 
make  with  respect  to  applications  for 
qualification  under  this  subpert. 

In  light  of  comments  received  in  con¬ 
nection  with  the  proposed  regulations 
implementing  section  1310,  “Employees' 
He^th  Benefits  Plans”  (40  FR  6602, 
Feb.  12,  1975),  the  Department  has 
given  further  consideration  to  the  status 
of  a  transitionally  qualified  HMO  with 
respect  to  pre-existing  service  contracts. 
Upon  such  reconsideration,  the  Depart¬ 
ment  has  concluded  that  the  HMO  is  ap¬ 
propriately  considered  a  qualified  HMO 
with  respect  to  both  new  and  pre-existing 
contracts  and  has  amended  §  110.602(b) 
accorchngly.  This  does  not,  of  course,  pre¬ 
clude  an  employer  from  offering  a  dif¬ 
ferent  qualified  HMO  to  its  employees  nor 
does  it  relieve  the  employer  of  its  obliga¬ 
tion  to  include  the  various  types  of 
HMO’s  in  its  offer,  as  required  by  section 
1310(b)  of  the  Act. 

2.  Section  110.603(b)  (2)  (ii)  has  been 
revised  to  permit  the  phase-in  of  the  re¬ 
quirement  that  supplemental  health 
services  payments  which  are  fixed  on  a 


RULES  AND  REGULATIONS 

prepaymost  basis  be  fixed  imder  a  com- 
muni^  rating  system. 

3.  One  commenter  indicated  that  it 
would  be  unreasonable  to  require  a  tran¬ 
sitionally  qualified  HMO  to  provide  the 
assurances  specified  in  §  110.603(b)  as 
part  of  its  application,  since  it  would  be 
assuring  the  provision  of  services  and  the 
revision  of  its  organization  and  operation 
as  of  an  imknown  date — the  date  of  the 
Secretary's  determination  that  it  is  a 
transitionally  qualified  HMO.  The  com¬ 
menter  suggested  that  some  lead  time 
would  be  required  before  such  services 
could  be  provided  and  such  revision  could 
be  accomplished.  This  suggestion  has 
been  accepted  and  §  110.604(c)  (2)  has 
been  revised  to  indicate  that  the  assur¬ 
ances  specified  in  §  110.603(b)  need  not 
be  executed  by  the  applicant  until  it  has 
been  notified  by  the  Secretary  that  the 
application  is  otherwise  approvable. 
Upon  such  notification,  the  applicant  will 
indicate  the  date  on  which  such  assiu*- 
ances  will  be  made  effective  and  vdll 
execute  the  assurances.  The  Secretary's 
approval  of  the  application  will  be  effec¬ 
tive  on  the  date  of  such  assurances. 

4.  A  number  of  comments  suggested 
that  the  3 -year  maximum  “phase- 
in”  period  (§  110.603(b)  (2)  (iil) )  be 
changed — i.e.,  be  extended  to  5  years, 
apply  to  all  contracts,  or  be  deleted  al¬ 
together.  The  3-year  “phase-in”  period 
was  deemed  reasonable  and  will  be 
applied  on  a  case-by-case  basis  only  to 
existing  contracts. 

5.  Sections  110.604(b)  (1)  (vll)  and 
(xvii)  have  been  revised  to  provide  that 
applicants  desiring  waivers  of  the  limi¬ 
tations  on  Medicare  and  Medicaid  mem¬ 
bers  (42  CTJl  110.109(c))  or  of  the  open 
enrollment  requirement  (42  CTR  110.108 
(e))  should  include  requests  for  such 
waivers  as  part  of  their  applications  for 
qualification. 

6.  A  comment  was  received  suggesting 
that  the  regulations  should  describe  the 
responsibilities  of  designated  planning 
agencies  under  section  1122  of  the  Social 
Security  Act.  The  suggestion  was  re¬ 
jected,  since  qualification  procedures  do 
not  in  themselves  give  rise  to  capital  ex¬ 
penditures  subject  to  review  xmder  sec¬ 
tion  1122.  Moreover,  the  responsibilities 
of  designated  planning  agencies  imder 
section  1122  are  set  forth  in  detail  in 
regulations  issued  under  such  section  (42 
CFR  Part  100,  Subpart  A). 

7.  Several  comments  suggested  that 
§  110.604(d)  (1)  should  be  revised  to  re¬ 
quire  that  information  on  prospective 
group  health  plan  purchasers  be  included 
in  the  apcdication  only  if  such  informa¬ 
tion  is  available  to  the  applicant.  Since 
this  information  is  required  only  “to  the 
extent  known”,  this  concern  has  been 
met  and  no  revision  is  required. 

8.  In  response  to  comments  requesting 
clarification  of  procedures  which  are  ap¬ 
plicable  following  a  determination  by  the 
Secretary  that  an  applicant  is  not  a 
qualified  HMO,  S  110.605  has  been  re¬ 
vised.  Section  110.605(e)  now  sets  forth 
procedures  for  requesting  a  reconsidera¬ 
tion  of  such  determination.  Section  110.- 
605(f)  provides  that  applicants  dissatis¬ 


fied  with  Initial  or  reconsidered  determi¬ 
nations  may  request  a  fair  hearing.  It  is 
anticipated  that  regulations  governing 
fair  hearings  will  be  promulgated  as  pro¬ 
posed  rules  In  the  future.  Pending  such 
promulgation,  applicants  requesting  a 
fair  hearing  will  be  provided  a  copy  of 
api^cable  procedures. 

9.  The  Items  included  as  “Application 
Requirements”  (S  110.604)  have  been  re¬ 
ordered  and,  in  some  instances,  clarified. 
This  section  now  provides  that  an  ap¬ 
plication  for  qualification  shall  be  divided 
Into  two  major  parts:  a  narrative  de¬ 
scription  section,  and  a  documentation 
section.  In  addition,  for  ease  of  reference, 
the  application  elements  listed  are  fol¬ 
lowed  by  references  to  related  require¬ 
ments,  if  any,  of  other  subparts  of  this 
Part. 

10.  Several  minor  editorial  changes 
were  made  and  several  typographical  er¬ 
rors  were  corrected. 

There  is  hereby  established  in  42  CFR 
Part  110,  Subpart  F,  “Qualification  of 
Health  Maintenance  Organizations**,  as 
follows: 

Effective  date.  In  order  to  permit  im¬ 
mediate  applications  for  qualification, 
which  is  a  necessary  prerequisite  to  the 
Implementation  of  various  provisions  for 
Federal  assistance  under  the  HMO  Act, 
this  subpart  shall  be  effective  Augrust  8, 
1974,  in  accordance  with  the  statement 
of  such  Intention  contained  in  the  notice 
of  proposed  rulemaking  (39  FR  43044). 

Dated:  June  19, 1975. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  July  29, 1975. 

Caspar  W.  Weinberger, 
Secretary. 
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§  110.601  Applirability. 

The  regulations  of  this  subpart  apply 
to  any  entity  seeking  a  determination 
by  the  Secretary  under  section  1310(d) 
of  the  Act  that  it  is  a  qualified  health 
maintenance  organization.  (See  S  110.109 
of  this  Part  concerning  the  requirements 
for  a  health  maintenance  organization 
with  members  who  are  entitled  to  in¬ 
surance  benefits  under  Title  XVIII 
(Medicare)  of  the  Social  Security  Act  or 
to  medical  assistance  under  a  State  plan 
approved  under  Title  XIX  (Medicaid) 
of  such  Act.) 
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§  1 10.602  Definitions. 

In  addition  to  the  terms  defined  In 
S  110.101  ot  this  Part,  as  used  In  this 
subpart: 

(a)  “Operational  qualified  health 
maintenance  organization’*  means  a 
health  maintenance  organization  which 
the  Secretary  has  determined  provides 
basic  and  supplemental  health  services 
to  all  of  its  members  In  accordance  with 
Subpart  A  of  this  Part  and  is  organized 
and  operated  In  accordance  with  Sub¬ 
part  A  of  this  Part. 

(b)  “Transitionally  qualified  health 
maintenance  organization”  means  an 
entity  which  operates  a  prepaid  health 
care  delivery  system  and  which  the  Sec¬ 
retary  has  determined  meets  the  re¬ 
quirements  of  S  110.603(b).  (A  transi¬ 
tionally  qualified  health  maintenance 
organization  Is  deemed  a  “qualified 
health  maintenance  organization”  for 
the  purpose  of  compliance  by  an  em¬ 
ployer  which  has  a  contract  with  such 
health  maintenance  organization  with 
the  requirements  of  section  1310(a)  of 
the  Act  so  long  as  the  health  mainte¬ 
nance  organization  complies  with  Its 
time-phased  plan  approved  by  the  Sec¬ 
retary  under  8  110.603(b) (2) (111). ) 

(c)  “Pre-operatlonal  qualified  heallji 
maintenance  organization”  means  an 
entity  which  the  Secretary  has  deter¬ 
mined  will,  when  It  becomes  operational 
as  a  prepaid  health  care  delivery  sys¬ 
tem,  be  an  operational  qualified  health 
mtdntenance  organization. 

§  110.603  Requirements  for  qualifica¬ 
tion. 

Upon  the  basis  of  an  application  sub¬ 
mitted  In  accordance  with  this  subpart 
and  such  additional  Information  and  In¬ 
vestigation  (Including  site  visits)  as  the 
Secretary  may  require: 

(a)  The  Secretary  will  determine  that 
an  entity  is  an  operational  qualified 
maintenance  organization,  if  he  finds 
that  the  entity  meets  the  requirements  of 
Subpart  A  of  this  Part. 

(b)  The  Secretary  may  determine  that 
an  entity  Is  a  transitionally  qualified 
health  maintenance  organization  If  the 
entity  currently  Is  organized  and  cur¬ 
rently  Is  providing  prepaid  health  serv¬ 
ices  as  described  In  this  subparagraph, 
and  provides  assurances  satisfactory  to 
the  Secretary  that  It  will: 

(1)  With  respect  to  all  new  group  and 
Individual  (non-group)  contracts  which 
It  enters  Into  after  the  date  of  the  Secre¬ 
tary’s  determination  that  the  entity  Is 
a  transitionally  qualified  health  mainte¬ 
nance  organization,  provide  basic  and 
supplemental  health  services  to  members 
enrolled  imder  such  contracts  and  will 
provide  such  services  In  the  manner  pre¬ 
scribed  by  subpart  A  of  this  Part  and  will, 
with  respect  to  such  members,  be  or¬ 
ganized  and  operated  In  accordance  with 
§  110.108  of  this  Part. 

(2)  With  respect  to  its  group  and  non¬ 
group  contracts  which  are  in  effect  on 
the  date  of  such  determination,  and 
which  are  renewed  or  renegotiated  during 
the  period  approved  by  the  Secretary 
vmder  paragraph  (b)  (2)  (111)  of  this  sec¬ 


tion  In  accordance  with  the  plan  so  ap¬ 
proved: 

(I)  Provide  at  least  those  services 
specified  In  the  following  sections  of  this 
Part:  8  110.102(&)  (1)  (physician  serv¬ 
ices)  ;  8  110.102(a)  (2)  (oul^tlent  serv¬ 
ices  and  Inpatient  hospital  services,  ex¬ 
cept  that  the  Inpatient  hospital  services 
need  not  be  unlimited  as  to  time  and 
cost) ;  8  110.102(a)  (3)  (medically  neces¬ 
sary  emergency  health  services) ;  and 
8  110.102(a)  (6)  (diagnostic  laboratory 
and  diagnostic  and  therapeutic  radio- 
logic  services) ; 

(II)  Be  organized  and  operated  in  ac¬ 
cordance  with  8  110.108  of  this  Part  (ex¬ 
cept  that  It  need  not  assume  full  finan¬ 
cial  risk  for  the  provision  of  basic  health 
services  as  required  by  8  110.108(b) .  and 
need  not  abide  by  the  limitations  on  in¬ 
surance  of  8110.108(b)  (1)  and  (3)) 
and  provide  that  payment  for  basic 
health  services  shall  be  In  accordance 
with  8  110.105  of  this  Part  (except  that 
It  need  not  comply  with  the  community 
rating  system  as  required  by  8  110.105 
(a)  (3) ,  and  need  not  comply  with  the 
limitations  on  copayments  of  8  110.105 
(a)(4),  and  the  requirement  of  8110.- 
106(b)  that  supplemental  health  services 
payments  which  are  fixed  on  a  prepay¬ 
ment  basts  be  fixed  under  a  community 
rating  system) ; 

(ill)  Implement  a  time-phased  plan 
acceptable  to  the  Secretary  which  spec¬ 
ifies  definite  steps  for  meeting,  on  a  con- 
tract-by-contract  (or  category  of  con¬ 
tracts)  basis,  within  a  period  not  to  ex¬ 
ceed  3  years  from  the  date  of  the  Sec¬ 
retary’s  determination  of  qualification, 
all  the  requirements  of  Subpart  A  of  this 
Part;  and 

(Iv)  Upon  completion  of  the  time- 
phased  plan: 

(A)  Provide  basic  and  supplemental 
health  services  to  all  of  its  members; 

(B)  Provide  such  services  to  all  of  Its 
members  In  the  manner  prescribed  by 
Subpart  A  of  this  part;  and 

(C)  Be  organized  and  operated  in  the 
manner  prescribed  by  subpart  A  of  this 
Part. 

(c)  The  Secretary  may  determine  that 
an  entity  Is  a  preoperatlonal  qualified 
health  maintenance  organization  If  It 
provides  assurances  satisfactory  to  the 
Secretary  that  It  will  become  operational 
within  30  days  following  the  Secretary’s 
determination  of  qualification,  and  will, 
when  it  becomes  operational,  meet  the 
requirements  of  subpart  A  of  this  Part. 
Upon  notification  by  the  entity  to  the 
Secretary  that  the  entity  has  become  op¬ 
erational.  the  Secretary  will,  wHhln  30 
days  of  such  notification,  make  a  deter¬ 
mination  whether  the  entity  Is  an  oper¬ 
ational  qualified  health  maintenance 
organization;  In  the  absence  of  such  a 
determination,  the  organization  Is  not 
an  operational  qualified  health  main¬ 
tenance  organization  even  though  It  be¬ 
comes  operational. 

§  1 10.604  Application  requirements. 

(a)  An  entity  seeking  a  determination 
that  It  Is  a  qualified  health  maintenance 
organization  pursuant  to  this  subpart 


shall  apply  to  the  Secretary  at  such  time 
and  In  such  form  and  manner  as  the 
Secretary  may  prescribe.^  The  applica¬ 
tion  must  be  executed  by  an  Individual 
authorized  to  act  for  the  applicant  and 
to  assume  on  behalf  of  the  applicant  the 
obligations  imposed  by  the  statute  and 
the  regulations  of  this  Part. 

(b)  An  application  by  an  entity  for 
a  determination  under  8  110.603(a)  that 
It  Is  an  operational  qualified  health 
maintenance  organization  shall  con¬ 
tain;  * 

(DA  concl»  narrative  description  of 
the  entity’s  future  goals,  objectives,  his¬ 
tory,  and  operation.  This  narrative  shall 
describe  at  least: 

(I)  Objectives  for  health  services  de¬ 
livery  such  as  staffing,  facilities,  and  en¬ 
rollment. 

(II)  Legal  history  and  ciurent  legal 
status  of  the  entity.  Including  Identifica¬ 
tion  of  predecessor  organizations,  cor¬ 
porations.  or  other  entitles.  (See  8  110.- 
101(a).) 

(III)  The  organizational  arrangements 
the  entity  will  employ  to  provide  basic 
and  supplemental  health  services,  l.e.,  a 
health  maintenance  organization  staff, 
or  a  contract  with  an  Individual  prac¬ 
tice  association  or  associations,  or  a  con¬ 
tract  with  a  medical  group  or  groups. 
In  the  event  that  an  entity  contracts  or 
proposes  to  contract  for  the  provision  of 
basic  health  services  directly  with  health 
professionals  who  are  not  employed  by 
the  entity  as  part  of  Its  staff  or  who 
are  not  members  or  contractors  of  a 
medical  group  or  Individual  practice  as¬ 
sociation  with  which  the  entity  has  con¬ 
tracted  or  proposes  to  contract,  the  en¬ 
tity  must  demonstrate  that  the  employ¬ 
ment  of  such  professionals  as  part  of  Its 
staff,  the  membership  of  such  profes¬ 
sionals  In  a  medical  group  or  Individual 
practice  association,  and  the  utilization 
of  such  health  professionals  by  the  med¬ 
ical  group  or  individual  practice  asso¬ 
ciation.  are  prohibited  by  law.  (See 
8  110.104(a).) 

(Iv)  The  incentives  designed  to  avoid 
unnecessary  or  imduly  costly  utilization 
of  health  services  which  have  been  ac¬ 
cepted  by  medical  groups  or  individual 


*  Applicants  should  be  aware  that  pro¬ 
visions  ot  the  Freedom  of  Information  Act, 
5  n.S.C.  662,  may  require  disclosure  of  cer¬ 
tain  official  Oovemment  records.  Regula¬ 
tions  of  the  Department  of  Health.  Educa¬ 
tion,  and  Welfare,  48  CFR  6.71,  provide  ex¬ 
ceptions  to  disclosure.  Applicants  submitting 
material  which  they  feel  Is  covered  by  these 
exceptions  should  label  such  material 
“Privileged”  and  Include  a  concise  expla¬ 
nation  of  the  applicability  of  45  CFR  6.71.  In 
the  event  that  the  Secretary  determines  that 
such  material  Is  not  appropriately  labeled 
“Privileged”  under  45  CFR  6.71,  ho  will  In¬ 
form  the  applicant  of  such  determination 
and.  If  the  appUcant  does  not  conc\ir,  allow 
the  applicant  to  withdraw  his  application. 
Otherwise,  the  Secretary  will  not  voluntarily 
disclose  such  material  and  will  notify  the 
applicant  of  any  ooiirt  process  or  subpoena 
to  compel  such  disclosure. 

*  For  ease  of  reference,  the  iq>pUcatlon  ele¬ 
ments  listed  are  followed  by  references  to 
related  requirements.  If  any,  of  this  Part. 


FEDERAL  REGISTER,  VOL  40,  NO.  154 — FRIDAY,  AUGUST  8,  1975 


33522 


RUUS  AND  REGULATIONS 


practice  associaticMis  wtih  whkdi  the 
entity  has  entered  into  written  services 
arranc^ements.  (See  S  110.1(M(a).) 

(V)  Any  management,  administrative, 
or  marketing  arrangem^ts  (including 
risk-taking)  which  the  entity  has  made 
a’ith  other  organizations  or  companiee. 
If  the  entity  assumes  risk  directly  for 
which  Insurance  or  other  arrangem^ts 
are  allowed  vmder  8  110.108(b)  of  this 
Part,  describe  the  experience  to  date,  re¬ 
serves  maintained,  sind  method  of  com¬ 
putation.  (See  §  110.108(b).) 

(vi)  Interrelationships,  if  any.  be¬ 
tween  the  entity  and  any  of  the  entity’s 
contractors  which  provide  a  professional 
health  service  or  administrative  function 
or  service  to  the  entity.  Such  description 
should  include  identification  of  inter¬ 
relationships  such  as  common  financial 
or  beneficial  ownership,  or  common 
directorship  or  trusteeship.  However,  de¬ 
scriptions  of  contracts  for  nonme^cal 
services  are  required  only  if  the  inter¬ 
relationship  represents,  in  the  aggregate, 
dollar  amounts  in  excess  of  5  percent  of 
either  peuty’s  income  or  expenses, 
whichever  is  smaller.  If  no  such  inter¬ 
relationships  exist,  the  application  shall 
so  state. 

(vii)  The  current  service  area  and  the 
proposed  service  area  (if  different)  and 
the  characteristics  of  the  population  or 
populations  served  and  irfanned  to  bo 
served  by  the  entity,  including  the 
number  of  Medicare  and  Medicaid  mem¬ 
bers  and  members  from  medically 
underserved  areas  and  the  percentage  of 
the  total  membership  (enrolled  and 
projected)  such  members  represent.  An 
applicant  may  seek  a  waiver  of  the  50- 
percent  limitation  on  Medicare  and 
Medicaid  members  as  part  of  its  applica¬ 
tion.  (See  88  110.101(d)  and  (e); 
110.108(c) ;  and  110.109(c).) 

(viii)  The  composition  and  operation 
of  the  entity’s  Board  of  Directors  or 
other  policy-making  body.  (See 
8  110.108(h).) 

(ix)  Names  and  resumes  of  the  en¬ 
tity’s  ofiBcers  and  other  key  management 
and  key  professional  staff. 

(x)  The  procedures  for  the  resolution 
of  grievances  or  disputes  between 
the  entity  and  health  professionals. 
(See  8  110.108(1).) 

(xi)  A  citation  to  and  a  concise  sum¬ 
mary  of  State  laws,  regulations,  and 
other  requirements  relating  to  the  <h>- 
eration  of  the  witity  as  a  health 
maintenance  organization  including 
laws  relating  to  health  professionals’ 
practice,  marketing,  and  reserve  require¬ 
ments.  and  an  opinion  of  legal  counsel 
whether  the  entity  ccanplies  (or  will  be 
able  to  CMnply)  with  such  laws,  regula¬ 
tions,  and  requirements.  If  operation 
xmder  such  State  requirements  will  re¬ 
quire  the  application  of  section  1311  of 
^e  Act,  the  opinion  shall  so  state.  (See 
8  110.101(a)  and  8  110.108(a)(2).) 

(xii)  The  entity’s  fiscal  soimdness,  the 
provision  against  the  risk  of  insolvency, 
the  assumption  of  full  financial  risk  for 
the  provision  of  basic  health  services, 
and  the  entity’s  ability  to  meet  debt  serv¬ 
ice  requirements  (if  any)  and  to  develop 


such  reserves  as  may  be  required  under 
law.  (See  8  110.108(a).) 

(xiil)  The  metiiods  and  procedures  de¬ 
signed  to  avoid  unduly  coetly  and  tm- 
necessary  use  of  health  services.  (See 
8  110.104(a).) 

(xlv)  Methods  for  third  party  liability 
coUections.  (See  88  110.108(a) ;  110.105 
(b);  and  110.106(c).) 

(XV)  live  (urganlzational  arrangements 
and  methods  emidoyed  in  an  ongoing 
quality  assurance  program  for  health 
services.  If  a  drug  profile  is  utilized,  de¬ 
scribe  the  components  of  the  system. 
(See  88  110.108(j)  and  110.103(b).) 

(xvi)  Procedures  for  assuring  that  the 
health  maintenance  organization  is  or¬ 
ganized  and  operated  in  a  manner  in¬ 
tended  to  preserve  human  dignity.  (See 

8  110.108(p).) 

(xvii)  The  marketing  and  enrollment 
methods  (including  method  for  compen¬ 
sation  of  marketing  representatives), 
membership  servicing  procedures,  and 
dLigibility  determlnatkm  methods  em¬ 
ployed  by  the  entity.  In  addition  to  de¬ 
scribing  group-related  activities,  this  de¬ 
scription  should  indicate  the  procedures 
for  and  dates  of  individual  open  enroU- 
mwt  periods.  An  a{^?licant  may  seek  a 
waiver  of  the  iiulividual  open  enroUm^t 
requirement  pursuant  to  section  1301  (c) 
(4)  of  the  Act,  as  part  of  its  api^cation. 
(See  §  110.108(c) .  (d) .  (e) .  and  (f ) .) 

(xviil)  Procedures  fm:  Instructing 
members  with  regard  to  obtaining  medi¬ 
cally  necessary  emergency  services,  and 
the  methods  for  detemdning  whether 
services  are  medically  necessary  and  for 
processing  claims.  (1^  1110.104(b).) 

(xix)  A  precise  service  area  map 
with  the  mean  travel  time  (by  public 
and  private  transportation)  from  the 
service  area  boundaries  indicated  to 
the  location(s)  where  basic  and  sup¬ 
plemental  health  services  are  avail¬ 
able.  (If  the  applicant  received  a 
grant  or  loan  guarantee  under  this 
title,  it  should  note  whether  the  serv¬ 
ice  area  is  the  same  as  ch’  different  from 
that  approved  imder  the  grant  or  loan 
guarantee.)  List  the  health  service  facili¬ 
ties  utilized  or  operated  by  the  providers 
of  health  services,  note  their  locations, 
describe  thor  physical  characteristics, 
indicate  whether  the  facilities  are  owned 
or  leased  by  the  entity  or  the  providers  of 
health  services,  and  report  the  hours  of 
operation.  Except  with  respect  to  insti¬ 
tutional  care,  indicate  staffing  patterns 
for  each  facility,  indicate  whether  such 
patterns  are  within  described  and  gener¬ 
ally  accepted  norms  for  meeting  the  pro¬ 
jected  membership  needs,  and  fiunish  a 
list  of  participating  i^sicians  by  spe¬ 
cialty.  (See  8110.107(b)(1)  and' (2).) 

(xx)  The  health  care  delivery  system, 
including  a  discussion  of  the  integration 
of  all  provider  entitles.  This  shall  cover 
the  arrangements,  both  formal  (as  speci¬ 
fied  in  contracts  and  membership  bro¬ 
chures)  and  informal  (as  practiced  with¬ 
out  such  formal  documentation) ,  for  the 
delivery  of  the  basic  and  supplemental 
health  services,  and  the  procediues  em¬ 
ployed  to  Kisure  the  coordination  and 
continuity  of  such  care.  (See  8  110.107 
(c)(2)  and  8  110.108(r).) 


(xxi)  Arrangemoits  made  to  provide  a 
health  professional  who  is  primarily  re¬ 
sponsible  for  coordinating  the  member’s 
overall  health  care.  (See  8 110.107(c) 
(D.) 

(xxil)  Arrangements  with  providers  for 
in-area  medically  necessary  emergency 
services  on  a  24-hour-a-day,  7-day-a- 
week  basis.  (See  8  110.107(b)(1).) 

(xxili)  For  each  basic  and  supplemen¬ 
tal  health  service,  how  that  service  will 
be  provided  (by  staff,  through  a  contract 
with  an  individual  practice  association  or 
medical  group,  or  by  other  arrangement) . 
Indicate  those  services.  If  any,  which  are 
considered  unusual  or  infrequently  used, 
and  the  basis  fw  such  a  determination. 
(See  8  110.104(a)  and  (c).) 

(xxiv)  Each  item  listed  in  8  110.102(b) 
of  this  Part  which  is  not  included  as  a 
basic  health  service.  (See  8 110.102(b).) 

(xxv)  Organizational  arrangements 
for  health  education,  (see  8  110.108(m).) 

(xxvi)  Procedures  for  the  provision  of 
medical  social  services  (See  8 110.108 
(n).) 

(xxvii)  The  methods  by  which  the  en¬ 
tity  established  and  operates  or  will 
establish  and  operate  its  community  rat¬ 
ing  system.  Differentials  in  rates  for  in¬ 
dividuals  and  groups  shall  be  described. 
If  an  applicant  plans  or  has  established 
a  separate  community  rate  for  separate 
regional  components,  evidence  as  de¬ 
scribed  in  8  110.101(1)  of  this  Part  shall 
be  submitted.  (See  88  110.101(1);  110.105 
(a)(3);  and  110.106(b).) 

(xviii)  The  methods  by  which  the  en¬ 
tity  establishes  copayment  levels  in  c<»n- 
pliance  with  copayment  limitations.  (See 
8  110.105(a)  (4)  (i)  and  (U).) 

(2)  Documenatlon  as  follows: 

(1)  Written  assurances  satisfactory  to 
the  Secretary  that  the  entity: 

(A)  Provides  and  will  provide  basic 
and  sui>plemental  health  services  to  its 
members; 

(B)  Provides  and  will  provide  such 
services  in  the  manner  prescribed  by  sec¬ 
tion  1301(b)  of  the  Act  and  Sul^Mtrt  A 
of  this  Part; 

(C)  Is  organized  and  operated,  and 
will  continue  to  be  organlz^  and  oper¬ 
ated,  in  the  manner  prescribed  by  sec¬ 
tion  1301(c)  of  the  Act  and  Subpart  A 
of  this  Part; 

(D)  Under  arrangements  which  wiU 
safeguard  the  confidentiality  of  patient 
information  and  records,  will  pro^dde  ac¬ 
cess  to  the  Secretary  and  the  Comptroller 
General  or  any  of  their  duly  authorized 
representatives  for  the  purpose  of  audit, 
examination  or  evaluation  to  any  books, 
documents,  papers,  and  records  of  the 
entity  relat^g  to  its  operations  as  a 
health  maintenance  organization,  and 
to  any  facilities  operated  by  the  entity: 
and 

(E)  Will  continue  to  comply  with  any 
other  assurances  which  the  entity  has 
given  to  the  Secretary  under  88  110.203 
(e);  110.303(b);  and  110.403(b)  of  this 
Part. 

(it)  A  copy  of  each  of  the  following: 

(A)  Incorporation  or  chartering  doc- 
mnents  bearing  the  date  of  receipt,  reg¬ 
istration  niunber,  or  file  designation  as 
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provided  by  the  State  or  other  regula¬ 
tory  body; 

(B)  Current  bylaws  or  their  equiva¬ 
lent;  and 

(C)  Such  licenses,  certificates,  and 
other  evidence  of  regulatory  body  ap¬ 
provals  as  are  required  under  State  law. 
(See  §  110.101(a).) 

(ill)  Organization  chart.  Including  the 
entity’s  services  and  administrative 
components,  showing  the  relationships 
with  providers  of  health  services,  con¬ 
tractors  for  management  and  risk¬ 
taking,  and  other  relevant  entitles. 

(Iv)  Evidence  that  the  entity  has  pro¬ 
cured  and  maintains  in  force  a  fidelity 
bond  or  bonds,  in  such  amount,  but  not 
less  than  $100,000,  as  may  be  fixed  by 
its  Board  of  Directors  or  other  policy¬ 
making  body,  covering  every  officer  and 
employee  entrusted  with  the  handling  of 
its  funds.  ITie  bond  may  have  reason¬ 
able  deductibles,  based  upon  the  finan¬ 
cial  strength  of  the  entity.  (See  S 110.- 
108(a) (3).) 

(v)  Incorporation,  partnership,  or 
other  organizational  documents,  and  by¬ 
laws.  for  the  Individual  practice  associ- 
atlon(s)  or  medical  group(s)  with  which 
the  entity  contracts  for  the  delivery  of 
services.  If  the  medical  group  members 
have  less  than  50  percent  of  their  pro¬ 
fessional  activities  in  the  aggregate  for 
health  maintenance  organization  activi¬ 
ties,  the  applicant  shall  submit  a  time- 
phased  plan,  to  which  the  medical  group 
Is  committed,  to  meet  this  requirement 
within  3  years  from  the  date  the  entity 
Is  found  to  be  a  qualified  health  main¬ 
tenance  organization.  (See  !§  110.104 
(a);  110.101(1)  (1),  (2).  and  (3)  (i)  and 
(ii);  andll0.101(j)(l).) 

(Vi)  Any  contracts  between  the  entity 
and  providers  of  basic  or  supplemental 
health  services,  l.e.,  medical  groups,  in¬ 
dividual  practice  associations,  other  en¬ 
tities  composed  of  health  professionals, 
or  Individual  health  professionals.  In 
addition,  a  copy  of  each  type  of  contract 
between  such  groups  associations,  or  en¬ 
titles,  and  the  individual  health  profes¬ 
sionals  providing  services  to  the  entity’s 
members  shall  be  provided.  (See  §  110.104 
(a).) 

(vii)  Contracts  between  the  entity  and 
hospitals,  home  health  agencies,  inter¬ 
mediate  care  facilities,  skilled  nursing 
facilities,  and  other  institutional  provid¬ 
ers  of  inpatient  or  outpatient  health 
services  and  any  other  contracts  or 
agreements  for  the  provision  of  basjc 
or  supplemental  health  services.  (See 
5§  110.102,  110.103;  110.104(a);  and  110.- 
108  (i)  through  (r).) 

(viii)  Sample  copies  of  current  sub¬ 
scriber  medical  service  agreements  in¬ 
cluding  each  class  or  group  service  con¬ 
tract  (and  member  certificate  or  agree¬ 
ment,  if  any),  conversion  contract,  in¬ 
dividual  contract,  other  benefit  packages 
contract,  Medicaid  contract.  Medicare 
contract,  and  Federal  Employees  Health 
Benefits  Plan  contract.  (See  §5  110.102; 
110.103;  110.105;  110.106;  110.108  (b), 
(f).  (g). and  110.109.) 

(ix)  Copies  of  minutes,  memoranda, 
findings,  or  other  records  representative 
of  the  results  of  previous  proceedings 


conducted  under  the  procedures  estab¬ 
lished  for  hearing  and  resolving  griev¬ 
ances  between  the  entity  (including  the 
staff  of  the  health  maintenance  orga¬ 
nization,  the  medical  group,  and  the 
Individual  practice  association)  and 
the  members  of  the  organization.  (See 
S  110.108(1).) 

(x)  Contracts  which  the  entity  or  its 
affiliated  groups  or  associations  have  with 
other  organizations  for  management, 
risk-taking  for  risks  associated  with 
utilization  of  health  services  by  members, 
insurance  or  other  arrangements  for 
pasmient  of  medically  necessary  services, 
malpractice  Insurance,  and  enrollment  of 
members.  (See  S  110.108(b).) 

(xi)  Evidence  of  certification  of  par¬ 
ticipating  providers  under  ’Title  XVm  or 
XIX  of  the  Social  Security  Act,  where 
appropriate.  (See  §  110.108(k).) 

(xli)  Financial  documents  including: 

(A)  A  complete  financial  statement, 
including  a  balance  sheet,  a  statement  of 
income  and  expenses  Including  available 
subsidiary  detail,  and  source  and  use-of- 
funds  statement,  for  each  of  the  prior 
3  fiscal  year  (or  for  each  year  the  en¬ 
tity  has  existed,  if  the  entity  has  existed 
for  less  than  3  years) ; 

(B)  A  current  complete  financial  state¬ 
ment  audited  by  a  certified  public 
accountant; 

(C)  A  copy  of  projected  financial  state¬ 
ments  for  the  next  3  years,  including  an 
income  and  expense  statement,  balance 
sheet,  projected  capital  expenditures,  ex¬ 
pected  or  Implied  loans  with  repayment 
schedules,  cash  flow  schedules,  except 
that  applicants  for  loans  or  loan  guar¬ 
antees  under  section  1305  shall  provide 
5-year  projections.  (For  cash  flow  sched¬ 
ules,  specify  assumptions  in  narrative 
form.)  Projected  financial  statements 
must  demonstrate  consistency  among 
statements; 

(D)  A  financial  statement  for  each 
medical  group  or  individual  practice  as¬ 
sociation  with  which  the  entity  has  con¬ 
tracted  for  the  provision  of  health  serv¬ 
ices,  and  for  each  guarantor  of  health 
maintenance  organization  obligations. 
Such  statements  shall  include  an  audited 
balance  sheet  and/or  commercial  rating 
and,  where  applicable,  a  copy  of  the 
guarantor  letter  of  support,  letter  of 
credit,  bond,  or  loan  document;  and 

(E)  Copies  of  annual  reports  made  by 
the  entity  to  applicable  State  regulatory 
and/or  supervisory  agencies  for  the  prior 
3  years  (or  for  each  year  the  entity  has 
existed,  if  the  entity  has  existed  for  less 
than  3  years) .  (See  §  110.108(a) .)  . 

(xiii)  Documentation  of  the  organiza¬ 
tional  arrangements  and  methods  em¬ 
ployed  in  an  ongoing  quality  assurance 
program  for  health  services  provided  by 
the  entity,  including  summary  reports  of 
the  -quality  assurance  program’s  opera¬ 
tion  over  the  prior  3  years  (or  such 
shorter  period  as  the  quality  assurance 
program  has  been  in  place)  which  indi¬ 
cate  the  number  and  percentage  of  total 
ca.ses  reviewed  and  the  findings  and  ac¬ 
tions  emanating  from  the  reviews. 
(See  §  110.108(j).) 

(xlv)  Copies  of  the  materials  used  in 
the  orientation  of  marketing  representa¬ 


tives  and  in  marketing  of  the  plan,  for 
both  group  and  individual  open  enroll¬ 
ment  periods.  (See  i  110.108(c).) 

(XV)  Documentaticm  of  the  procedures 
and  materials  used  In  the  member  health 
education  and  medical  social  services 
programs.  (See  S  110.108(m)  and  110.108 
(n).) 

(xvi)  Documentation  of  the  entity’s 
health  record  system,  including  the 
methods  employed  to  assure  confidenti¬ 
ality  of  patient  records.  If  the  entity  ar¬ 
ranges  for  services  by  providers  who  do 
not  use  the  entity's  health  records,  the 
entity  must  indicate  how  it  requires  pro¬ 
viders  to  assure  confidentiality  of  patient 
records.  (See  §§  110.107(c)  (2) ;  110.101 

(i) (3)(iii)  and  (j)  (1)  (U)  (B) ;  and  110.- 
108(q).) 

(xvii)  Documentation  of  the  arrange¬ 
ments  for  continuing  education  for  the 
entity’s  health  professional  staff.  (See 
§§110.108(1);  110.101(i)(3)(v)  and  (j) 
(1)(U)  (O.) 

(xviii)  A  complete  list  of  all  existing 
group  service  contracts  for  health  care, 
incliiding  their  renewal  dates,  the  pre¬ 
mium  or  dues  rates  established  by  the 
entity  for  each  contract,  the  basis  used 
to  establish  the  premiiun  or  dues  rates, 
the  copayment  schedule,  if  any,  and  the 
number  of  Individuals  and  families  en¬ 
rolled.  In  addition,  the  entity  shall  also 
provide  a  summary  of  non-group  con¬ 
tracts  that  indicates  by  groups  or  classes 
of  health  coverages  provided,  the  number 
of  individuals  and  families  enrolled,  the 
premium  or  dues  rates  established  for 
each  group  or  class  of  non-group  con¬ 
tracts,  and  the  basis  used  to  establish 
the  premium  or  dues  rates. 

(xlx)  A  report  containing  the  informa¬ 
tion  described  in  §  110.108(o)  of  this  Part 
for  the  current  year.  (See  §  110.108(o).) 

(xx)  Such  other  pertinent  information 
as  the  Secretary  may  require  in  the  proc¬ 
ess  of  evaluating  the  applicant’s  compli¬ 
ance  with  the  requirements  of  Subpart  A 
and  applicable  sections  of  the  Act. 

(c)  An  application  submitted  by  an 
entity  under  §  110.603(b)  for  a  determi¬ 
nation  that  it  is  a  transitionally  qualified 
health  maintenance  organization  must 
provide: 

(1)  Each  of  the  application  elements 
specified  in  paragraph  (b)  of  this  section, 
except  for  the  assurances  required  by 
paragraph  (b)  (2)  (i)  of  this  section. 

(2)  ’The  text  of  the  assurances  speci¬ 
fied  in  §  110.603(b).  (Such  assurances 
need  not  be  executed  on  behalf  of  the 
entity  until  it  has  been  notified  that  the 
application  is  otherwise  approvable.  At 
such  time,  the  applicant  must  specify  the 
date  on  which  such  assurances  will  be 
made  effective  and  must  execute  the  as¬ 
surances  accordingly.  The  Secretary’s 
approval  of  the  application  will  be  effec¬ 
tive  on  the  date  so  specified.) 

(3)  A  time-phased  plan  which  (1)  spec¬ 
ifies  each  requirement  of  section  1301(b) 
and  section  1301(c)  of  the  Act  and  of  the 
applicable  regulations  which  is  not  met 
by  the  entity  at  the  time  of  application, 

(ii)  describes  the  methods  by  which  the 
entity  proposes  to  meet  such  require¬ 
ments  within  a  period  not  to  exceed  3 
years  from  the  date  of  the  Secretary’s  de- 
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tennination  of  quallflcatlon  with  respect 
to  all  members  covered  by  group  and 
non-group  contracts  in  effect  on  the  ef¬ 
fective  date  of  the  assurances  described 
in  paragraph  (c)  (2)  of  this  section,  and 
(iii)  identifies  for  each  existing  contract 
or  type  of  contract  described  in  §  110.604 

(b)  (2)  (xvli),  the  target  date  and  meth¬ 
ods  to  be  employed  to  achieve  full  com¬ 
pliance  with  section  1301  of  the  Act  and 
Subpart  A  of  this  Part. 

(d)  An  application  submitted  by  an 
entity  under  §  110.603(c)  for  a  determi¬ 
nation  that  it  is  a  pre-operational  qtiall- 
fied  health  maintenance  organization 
must  provide  each  of  the  application  ele¬ 
ments  specified  in  paragraph  (b)  of  this 
section,  except  that  when  the  data  for 
specified  application  elements  are  un¬ 
available  because  the  entity  has  not  yet 
put  such  elements  of  its  program  into  c^- 
eratlon,  the  entity  shall  sulmiit  informa¬ 
tion  on  such  application  elements  in  the 
form  of  plans.  T^en  application  elements 
are  submitted  in  the  form  of  plans,  such 
plans  shall  include  the  dates  on  which  the 
planned  elements  are  expected  to  be  in 
operation,  and  the  entity  shall  notify  the 
Secretary  of  any  changes  in  such  plans 
and  dates  which  are  made  prior  to  the 
Secretary’s  determination  of  qualifica¬ 
tion.  In  addition,  to  the  extent  known, 
these  plans  shall  Incorporate  at  least: 

( 1 )  Names  of  principal  potential  group 
health  benefits  plan  purchasers  and  their 
present  health  plan  coverages,  including 
total  costs  of,  and  employer  contribution 
to.  the  existing  health  benefits  plan; 

(2)  Estimated  health  maintenance 
organization  enrollment  by  such  group 
purchasers;  and 

(3)  Rates  and  health  plan  coverages 
proposed  by  the  entity. 


§  110.605  Evaluation  and  determination 
of  cfualification. 

(a)  The  Secretary  will  evaluate  appli¬ 
cations  submitted  under  this  subpart, 
and  will  obtain  such  additional  informa¬ 
tion  as  he  may  require,  employing  site 
visits,  public  hearings  or  any  other  pro¬ 
cedures  determined  appropriate  by  him 
and  will  determine  whether  the  appli¬ 
cant  meets  the  appropriate  requirements 
of  89  110.603  and  110.604  of  this  subpart, 
section  1301  of  the  Act,  and  Subpart  A 
of  this  Part. 

(b)  The  Secretary  will  notify  each 
entity  applsdng  for  qualification  under 
this  subpart  of  his  determination  and  the 
basis  for  such  determination,  and  will 
publish  in  the  Federal  Register  the 
names,  addresses  and  descriptions  of  the 
service  areas  of  the  newly  qualified 
health  maintenance  organizations  on  a 
monthly  basis,  and  a  cumulative  list  of 
all  qualified  health  maintenance  organi¬ 
zations  on  an  annual  basis. 

(c)  Copies  of  lists  published  pursuant 
to  paragraph  (b)  of  this  section  may  be 
obtained  from,  and  additional  informa¬ 
tion  regarding  qualified  health  mainte¬ 
nance  organizations  will  be  available  for 
public  Inspection  between  the  hours  of 
8:30  a.m.  and  5  p.m.,  Monday  through 
Friday  at  the  Office  of  the  Administra¬ 
tor,  Health  Services  Administration.  De¬ 
partment  of  Health,  Education,  and 
Welfare.  Parklawn  Building,  5600 
Fishers  Lane,  Rockville,  Maryland  20852. 

(d)  Upon  the  denial  of  an  application 
for  qualification  imder  this  subpart,  the 
Secretary  will,  in  writing,  so  notify  the 
entity  making  such  application  and  shall 
provide  such  entity  a  reasonable  oppor¬ 
tunity  for  a  reconsideration  of  such  de¬ 
termination  imder  paragraph  (e)  of  this 


section  or  for  a  fair  hearing  under  para¬ 
graph  (f)  of  this  section  . 

(e)  A  request  for  reconsideration  shall 
be  submitted  in  writing,  within  60  days 
following  the  date  of  the  notification  of 
denial,  addressed  to  the  officer  or  em¬ 
ployee  of  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare  who  has  deni^  the 
application,  and  shall  set  forth  the 
grounds  upon  which  such  reconsideration 
is  requested,  specifying  the  material  is¬ 
sues  of  fact  and  of  law  upon  which  the 
applicant  relies.  Reconsideration  will  be 
based  upon  the  record  compiled  during 
the  qualification  review  proceedings,  ma¬ 
terials  submitted  in  support  of  the  re¬ 
quest  for  reconsideration,  and  other  rele¬ 
vant  materials  available  to  the  Secre¬ 
tary.  Written  notice  of  the  reconsidered 
determination  will  be  provided  to  the  en¬ 
tity  seeking  reconsideration.  Such  notice 
shall  set  forth  the  basis  for  the  deter¬ 
mination  and  shall  inform  the  entity  of 
its  rights  to  se^  a  fair  hearing  under 
paragraph  (f)  of  this  section. 

(f)  Any  entity  dlssati^ed  with  an  ini¬ 
tial  determination  or  a  reconsidered  de¬ 
termination  of  its  application  for  qualifi¬ 
cation  under  this  sul^art  may.  within 
60  days  following  the  date  of  notification 
of  any  such  determination,  request  a 
fair  hearing.  Such  request  shall  be  made 
in  writing  and  shall  specify  the  material 
issues  of  fact  upon  which  It  Is  based. 
(Note:  Pending  pnxnulgatlon  of  regula¬ 
tions  governing  fair  hearings,  applicants 
requesting  a  hearing  will  be  provided  a 
c(8?y  of  spplicable  procedures.) 

Subpart  I — Continued  Regulations  of 

Health  Maintenance  Organizations  [Re¬ 
served] 

Subpart  J — Fair  Hearings  [Reserved] 

(FR  Doc.76-20727  FUed  8-7-75;8:45  am] 
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